
Title:  Leadless Pacemakers (CAG-00448N) 
 

Decision: The Centers for Medicare and Medicaid (CMS) will cover leadless 
pacemakers through Coverage with Evidence Development (CED).   
 

What this means: Leadless pacemakers are considered an experimental procedure.  
However, Medicare recently determined that leadless pacemakers will be covered when 
done as part of a Medicare approved clinical study.  Medicare will also cover, in 
prospective longitudinal studies, leadless pacemakers that are used in accordance with 
the FDA approved label for devices that have either an associated ongoing FDA 
approved post-approval study, or completed an FDA post-approval study. 
 

Leadless pacemakers are non-covered outside of Medicare approved studies. 
 

Effective: 1/18/17 
 

For more information, contact Customer Services at the phone number on your member 
ID card.  

 

This announcement can be found at: Leadless Pacemakers 
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https://www.cms.gov/medicare-coverage-database/details/nca-details.aspx?NCAId=285&TimeFrame=7&DocType=All&bc=AQAAIAAAAAAAAA%3d%3d&


 

 

  



 

  



  



 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

 

  



 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


